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DETAILED ACTION 

Receipt is acknowledged of Applicant's Arguments/Remarks filed on 12/23/2008. 
Claims 9, 1 1-23 and 25-32 are pending in the instant application. 



Claim Rejections - 35 USC § 102 

1. Claims 9, 11-15, 31 and 32 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Maesen et al (European Respri. J, 8, 1506-1513, 1995) are maintained 
for reasons of record in the previous office action filed on 08/05/2008. 



Response to Arguments 

2. Applicant's arguments filed on 12/23/2008 have been fully considered but they 
are not persuasive. Applicant argues that Maesen reference teaches only a method for 
treating COPD and would not anticipate a method for treating cystic fibrosis, idiopathic 
lung fibrosis or fibrosing alveolitis and, an inflammatory component thereof. This 
argument is not persuasive because, inhalation of tiotropium bromide has a long 
bronchodilator activity in patients with COPD, given the broadest reason of 
interpretation, COPD is not one disease and is generally thought to be an umbrella term 
encompassing chronic (obstructive) bronchitis, emphysema (a chronic lung disease 
which affects the alveoli and/or the ends of smallest bronchi), small airway disease 
associated with inflammation, disordered repair of injured airway epithelium and loss of 
structural integrity. It is obvious that the treating COPD will overlap treating fibrosis ( see 
page s47 col.1 lines 51-57).The main histopathological changes in small airway disease 
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involve an appearance and increase in number of goblet cells, an increase in the 
amount of mucus in the lumen, the presence of inflammation, an increase in muscle 
mass in the walls of the bronchioles, and ultimately, fibrosis and obliteration, causing 
airway narrowing. And emphysematous lungs focal areas with fibrosis are observed, 
often owing to reactive changes associated with large bullae. The functional and 
structural narrowing of the conducting airways caused by bronchiolar impairment , due 
to acute or chronic airway changes such as bronchial wall edema and/or increased 
luminal secretions more evident in more advanced stages of COPD, would be at the 
origin of the increased dispersion of alveolar ventilation (see Am. J. Respir. Crit. Care 
Med., Vol 159, s41-s66, 1999 entire article). Therefore, taking into consideration the 
treatment of symptoms of COPD would inherently treat cystic fibrosis, emphysema or 
fibrosing alveolitis. 



Claim Rejections - 35 USC § 103 

3. Claims 9, 1 1 -23 and 25-32 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Maesen et al (European Respir. J, 8, 1506-1513, 1995) as applied to 
claim9, 11-15, 31 and 32 above, and further in view of Skupin (US 5,250,286) and 
Hochrainer et al (US 6,150,418) are maintained for reasons of record in the previous 
office action filed on 08/05/2008. 

Applicant argues that Maesen teaches only a method for treating COPD and fails 
to teach or suggest a method for treating an inflammatory component of a disease 
selected from cystic fibrosis, idiopathic lung fibrosis and fibrosing alveolitis and also 
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argues that there is no motivation to combine Skupin and Hochrainer reference. This 
argument is not persuasive because, Maesen reference meets the claim limitation as 
discussed above. 

2. In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071 , 5 USPQ2d 1596 (Fed. Cir. 1988) and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, Skupin reference 
is relied upon for treatment of symptoms of COPD, including cystic fibrosis, and 
emphysema by administering an alpha-adrenergic blocking agent to a patient by 
inhalation and Hochrainer reference is relied upon for administering a beta-stimulator 
drug in inhalation therapy of respiratory diseases comprising pharmaceutical^ suitable 
and therapeutically useful substance which is not an active substance but can be 
formulated together with the active drug in the pharmacologically suitable solvent or 
suspension agent in order to improve the qualitative properties of the active substance 
concentrate or the pharmaceutical preparation which is to be obtained by dilution ready 
for inhalation . 
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Conclusion 

1. No claims are allowed at this time. 

3. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAGADISHWAR R. SAMALA whose telephone number 
is (571)272-9927. The examiner can normally be reached on 8.30 A.M to 5.00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ Jagadishwar R Samala 

Supervisory Patent Examiner, Art Unit 1618 Examiner 

Art Unit 1618 
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